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1 )□ Responsive to communication(s) filed on . 

2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
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DETAILED ACTION 

Claims 1-7 are pending. 

Claim Rejections - 35 USC § 112, Second Paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

1. Claim 3 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for failing 

to particularly point out and distinctly claim the subject matter which applicant regards as the 

invention. 

Claim 3 recites a "method of treating a CSBP/RK/p38 kinase mediated disease" which 
has indefinite metes and bounds because it is not clear what diseases are intended. Defining a 
disease(s) by its (their) underlying cause renders the scope of intended uses indeterminate since 
the claim language may read on diseases not yet known to be caused by or affected by such 
action or in ways not yet understood. Additionally, determining whether a given disease 
responds or not to CSBP/RK/p38 kinase involves much experimentation since a negative 
response from one patient does not mean the drug isn't useful as no drug has 100% effectiveness. 
Thus what "success rate" determines if a particular inhibitor is effective and how many patients 
(and dosage regimens) need to be tested? The test for determining compliance with 35 USC 1 12, 
par .two is whether applicants have clearly defined "their" invention not what may be discovered 
by future research as this type of claim language clearly requires. 
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Claim Rejections - 35 USC § 112, First Paragraph 

The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner 
and process of making and using it, in such full, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

2. Scope of Enablement: Claims 3-6 are rejected under 35 U.S.C. 1 12, first paragraph, 

because the specification, while being enabling for the treatment of various kinds of arthritis 

(e.g., rheumatoid arthritis, osteoarthritis, acute synovitis, etc.), does not reasonably provide 

enablement for the treatment of the remaining diseases such as: Reiter's syndrome, gout, sepsis, 

septic shock, endotoxic shock, gram negative sepsis, toxic shock syndrome, cerebral 

malaria. . .silicosis, pulmonary sarcososis, bone resorption disease, osteoporosis,. . .conjunctivitis. 

The specification does not enable any person skilled in the art to which it pertains, or with which 

it is most nearly connected, to use the invention commensurate in scope with these claims. 

The following factors have been considered in the determination of an enabling 

disclosure: 

(1) The breadth of the claims; 

(2) The amount of direction or guidance presented; 

(3) The state of the prior art; 

(4) The relative skill of those in the art; 

(5) The predictability or unpredictability of the art; 

(6) The quantity of experimentation necessary; 
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[See Ex parte Forman, 230 USPQ 546 (Bd. Pat. App. & Int., 1986); also In re Wands, 
858 F. 2d 731, 8 USPQ 2d 1400 (Fed. Cir. 1988)]. 

The breadth of the claims: Claim 3 recites: "A method of treating a CSBP/RK/p38 
kinase mediated disease. . ." which encompasses several diseases as recited in claim 4 quoted 
below: 

4. The method according to Claim 3 wherein the CSBP/RK/p38 kinase 
mediated disease is psoriatic arthritis, Reiter's syndrome, gout, traumatic arthritis, 
rubella arthritis, acute synovitis, rheumatoid arthritis, rheumatoid spondylitis, 
osteoarthritis, gouty arthritis and other arthritic condition, sepsis, septic shock, 
endotoxic shock, gram negative sepsis, toxic shock syndrome, cerebral malaria, 
meningitis, ischemic and hemorrhagic stroke, neurotrauma/closed head injury, 
asthma, adult respiratory distress syndrome, chronic pulmonary inflammatory 



disease, chronic obstructive pulmonary disease, silicosis, pulmonary sarcososis, 
bone resorption disease, osteoporosis, restenosis, cardiac and brain and renal 
reperfusion injury, congestive heart failure, coronary arterial bypass grafting 
(CABG) surgery, thrombosis, atherosehlerosis, glomerularnephritis, chronic renal 
failure, diabetes, diabetic retinopathy, macular degeneration, graft vs. host reaction, 
allograft rejection, inflammatory bowel disease, Crohn's disease, ulcerative colitis, 
neurodegenrative disease, muscle degeneration, diabetic retinopathy, macular 
degeneration, tumor growth and metastasis, angiogenic disease, influenza induced 
pneumonia, eczema, contact dermatitis, psoriasis, sunburn, or conjunctivitis. 
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Claims 5 and 6 recite a method of treating various viral infections affecting different 
organs. Thus, the scope of claims 3-6 is unduly broad. 

The amount of direction or guidance presented: The specification describes several 
bioassays for CSBP/p38 kinase, and for influenza virus. However, it does not test any of the 
claimed compounds. Thus, there is no evidence that the claimed compounds can have any 
activity on CSBP/p38 kinase or viral infection. Thus, there is insufficient guidance to select the 
compound of claim 1 to treat a myriad of diseases and viral infection. 

The state of the prior art: As evident by Lee et. al. (cited on the first page of the 
disclosure), the inhibition of CSBP/p38 kinase leads to the inhibition of proinflammatory 
cytokine biosynthesis which has anti-inflammatory effect, and thus, would be rational to treat 
various forms of arthritis. The state of the art does not appear to link CSBP/p38 kinase to other 
disorders, nor does it link said kinase to antiviral effect. Thus, the state of the art does not 
support the broad scope of treatment recited in claims 3-6. 

The relative skill of those in the art: Even with the advanced training, the skilled 
clinician would have to carry out extensive research to test each compound in claim 1 for activity 
on CSBP/p38 kinase and antiviral effect. Not only that, one would have to have to do clinical 
study for each of the diseases recited in claim 4, and infections recited in claim 5, such a task 
would require a tremendous amount of effort, time and resource. 

The predictability or unpredictability of the art & The quantity of experimentation 
necessary: The pharmaceutical art has been known for its unpredictability due to various 
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conflicting path ways, or biological factors that are sometimes genetically unique to individuals. 
In the instant case, the description of bioassays alone does not suffice to guide a clinician to 
select an effective compound to treat each disease or infection associated with CSBP/p38 kinase. 

See Hoffman v. Klaus 9 USPQ 2d 1657, and .Ex parte Powers 220 USPQ 925 regarding 
type of testing needed to support in vivo uses. 

Thus, given the unpredictable nature of the art, and the diverse number of diseases, one 
skilled in the art will have to carry out undue experimentation to practice the method of treatment 
recited in claims 3-6. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.3211 or 1.321(d) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 
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3. Claims 1-4 are rejected on the ground of nonstatutory obviousness-type double patenting 
as being unpatentable over claims 1-14, 17, 18, 20, 26-28, 31, 34, 36, 38 and 40-44 of U.S. 
Patent No. 7,314,881 B2. Although the conflicting claims are not identical, they are not 
patentably distinct from each other because the subgenus of claim 38 of US '881 encompasses 
species recited in the instant claim 1. That is, when the formula of US '881 has the following 
substituents: 



i. 


Ri is 2,4-difluorophenyl; 


ii. 


R 3 is 2,4-difluorophenyl; 


iii. 


X is R 2 ; 


iv. 


R 2 is X 1 (CRioR2o) q C(A 1 )(A 2 )(A 3 ); 


v. 


Xi is N(R 10 );q = 0; 


vi. 


A i is an alkyl group; 


vii. 


A 2 is an alkyl group; 


viii. 


A 3 is (CRl 0 R20)nOR6. 



4. Claim 7 is rejected on the ground of nonstatutory obviousness-type double patenting as 
being unpatentable over claims 1-4, 8, 1 1, 13-18 and 37-39 of U.S. Patent No. 7,314,934 B2. 
Although the conflicting claims are not identical, they are not patentably distinct from each other 
because the 4 th species in claim 8 of US '934 is a positional isomer of the 6 th species in the instant 
claim 7. Also, the instant species are encompassed by formula (VI) of US'934 with the 
following substituents: 

i. Ri is an aryl group substituted with halogens; 
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u. 



R 3 is an aryl group substituted with halogens; 



in. 



m = 0; R 8 is an alkyl group. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to TAMTHOM N. TRUONG whose telephone number is (571)272- 
0676. The examiner can normally be reached on M, T and Th (9:00-5:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached on 571-272-0661 . The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Tamthom N. Truong/ 
Examiner, Art Unit 1624 
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Supervisory Patent Examiner, Art Unit 1624 



Tamthom N. Truong 

Examiner 

Art Unit 1624 



11-2-08 



